Title: CRC Single IRB Review Policy

Purpose:

The purpose of this policy is to define the requirements and process for the use of single IRB review of cooperative and multi-site research studies that engage the Charles River Campus and its Investigators. 

Defined Terms:

· Cooperative Research: Research projects that involve more than one institution. 
· IRB Authorization Agreement: The agreement that documents respective authorities, roles, responsibilities, and communication between an institution/organization providing the ethical review and a participating site relying on the sIRB. This is also called a Reliance Agreement. 
· Multisite Study: A multi-site study uses the same protocol to conduct non-exempt human subjects research at more than one site.
· Reliance/Cede Review: The act of transferring IRB review and oversight
· Relying Institution: The institution that relies on an external IRB to review and approve the research. The relying institution is also known as a ‘participating site’. 
· Reviewing IRB: The IRB that conducts the IRB review.
· Single IRB (sIRB): The IRB of record that has been selected to carry out the IRB review requirements for a multi-site or cooperative research study. The IRB may also act as the Privacy Board for research involving HIPAA. 

Policy:

To avoid duplication of effort, and to comply with Federal policies for single IRB review of multi-site and cooperative research, the CRC IRB will either accept review responsibilities on behalf of another institution or rely on the review of an external IRB; this process is called an IRB reliance, or ceded IRB review. 

NIH Requirements:

· Single IRB Review of multisite research applies to all studies that are: 
· Funded through grants, cooperative agreements, contracts, or the NIH Intramural Research Program, and 
· Involve non-exempt human subjects research, and 
· Involve multiple sites, all of which are conducting the same protocol. 

· Single IRB Review of multisite research does not apply to studies that are: 
· Funded to foreign awardees and/or conducted at foreign sites, or 
· Funded through career development, research training or fellowship awards, or 
· Where review by the proposed sIRB would be prohibited by a federal, tribal, or state law, regulation, or policy, or 
· Collaborative projects in which multiple sites are involved but different sites may complete different parts of the study. 

OHRP Requirements:

· Single IRB Review under 45 CFR 46.114(b) applies to:
· All U.S. institutions engaged in cooperative research, and
· The portion of the research conducted at domestic sites, and  
· Initially approved by an IRB on or after January 21, 2019 

· Single IRB Review of cooperative research does not apply to:
· Cooperative research conducted or supported by HHS agencies other than the National Institutes of Health (NIH), if an IRB initially approved the research before January 20, 2020.
· Cooperative research conducted or supported by NIH if either:
· the NIH single IRB policy does not apply, and the research was initially approved by an IRB before January 20, 2020, or
· NIH excepted the research from its single IRB policy before January 20, 2020.

Reviewing and relying IRBs are required under federal policy to enter into a reliance agreement, or an IRB Authorization Agreement. The CRC IRB is a participating institution in SMART IRB, a national reliance agreement and reliance request system. Documentation of reliance arrangements must be kept on file by both the reviewing and relying IRBs. Requests to review or rely should additionally be made by the CRC investigator using the CRC IRB Single IRB Request Form, as outlined in the below procedures.

The reviewing and relying IRBs ordinarily take the following factors into consideration when deciding whether to serve as the reviewing IRB or to rely on an external IRB:
· When research is greater than minimal risk, the reviewing IRB is accredited.
· Requirements under federal policy
· Reviewing Institution selected by study sponsor
· IRB expertise
· Local context issues
· Institutional conflict of interest
· The IRB is registered and in good standing with OHRP
· Local and state laws
· Institutional policies
· Investigator and institutional resources
· Investigator qualifications

The CRC IRB will not ordinarily provide oversight for large, multi-site studies. CRC Investigators are encouraged to discuss their plan for oversight of the research with the CRC IRB before submitting grant and SMART IRB applications that may obligate such review.

Management of Conflicts of Interest 

Each institution retains responsibility for managing the financial conflicts of interests (COI) of their Investigators and research personnel, including those responsible for the design, conduct and reporting of the research and communicating any such conflicts and management plans to the respective reviewing and relying IRBs. For example, if a reviewing IRB’s Investigator has a management plan for a financial conflict of interest, the existence of the management plan will be disclosed to the relying IRB and relying site Investigator, and vice versa. 

Ancillary or Institutional Reviews:

Investigators at reviewing and relying institutions are responsible for obtaining and satisfying any additional ancillary or institutional reviews required by their respective institutions (e.g. radiation safety, pharmacy, COI, Privacy Board, EHS, etc.) and complying with all institutional requirements, regardless of which IRB reviews the research. Additionally, relying Investigators and Institutions/IRBs may be subject to additional requirements of reviewing Institutions/IRBs that they may not have to satisfy at their home institutions. 

Investigator Responsibilities:

Investigators at relying institutions must comply with the policies and procedures of the reviewing IRB and with the approved protocol of the reviewing IRB, including any recruitment and consent procedures and documents, data collection procedures and materials, and compliance reporting.  

In the event of an audit or site visit (i.e. Sponsor, FDA, OHRP, relying or reviewing IRB quality improvement or compliance personnel, accrediting agencies, etc.) allow the appropriate personnel from the relying or reviewing institutions access to research related records. 

Investigators at the reviewing and relying institutions must notify each other and the IRBs at their respective institutions of initial approvals or study closures,  lapse in IRB approval, unanticipated problems involving risks to participants or others, serious or continuing non-compliance, suspension or termination of the research or study investigators, findings of misconduct, or FCOIs related to the research.  

Procedures:

The CRC IRB may enter into reliance agreements with other institutions for multisite or collaborative research in which investigators from BU CRC and the other institutions are engaged. The CRC IRB may serve as either the reviewing IRB or the relying IRB. 

Process for Submitting Requests:

1. [bookmark: _Hlk38989337]CRC Form:
To request that the CRC IRB serve as the reviewing or relying IRB, CRC Investigators must submit the “CRC Single IRB Review Request Form”. This form may be found on the CRC IRB website. 

2. Reliance Agreements: 
· In addition to submitting the above noted forms to the CRC IRB, the request must be entered into SMART IRB. SMART IRB is a platform that serves as both an IRB reliance agreement between reviewing and relying institutions, and a web-based system for investigators to request, track, and document study-specific reliance arrangements. The use of SMART IRB is required when both relying and reviewing institutions are signatories of this system. 
· If an institution is not a signatory of SMART IRB, an IRB Authorization Agreement may be used. The CRC maintains a template that should be used, though this may be negotiated between the reviewing and relying IRBs. If the CRC template will not be used or if it will be modified, the CRC IRB Director should be notified. 
· The Institutional Official has designated the signing authority of reliance agreements to the IRB Office. The IRB is responsible for reviewing, facilitating, and maintaining IRB reliance agreements. The IRB will consult with the Institutional Official and/or General Counsel as necessary. 

3. IRB Office Process: 
· Once the Single IRB Application has been received by the CRC Office, the IRB Coordinator will log it in to the IRB database, assign it a protocol number (if it does not have one already) and provide a copy of the application to the IRB Analyst and/or IRB Reliance Specialist. 
· If the CRC is the reviewing IRB, the IRB Analyst will review the protocol per usual procedures, and the IRB Reliance Specialist will manage the reliance process with the CRC Investigator and the reviewing IRB. 
· If the CRC is the relying IRB, the IRB Reliance Specialist will manage the process with the CRC Investigator and the reviewing IRB. 
· The IRB Analyst and/or IRB Reliance Specialist will document reviewing or relying status of the CRC IRB. 
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